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Extended-Release and Long-Acting Opioid Analgesics 
 

RISK EVALUATION AND MITIGATION STRATEGY (REMS) 
 
Current application holders of the shared system REMS 
 
Actavis Elizabeth, LLC 
200 Elmora Ave 
Elizabeth, NJ 07207 
908-659-3017 

ANDA 079040 morphine sulfate extended-release capsules 
ANDA 079046 oxymorphone hydrochloride extended-release tablets 
ANDA 202144 hydromorphone hydrochloride extended-release tablets 

 
Alpharma Pharmaceuticals, LLC 
U.S. Agent:  Pfizer Inc. 
235 East 42nd Street 
New York, NY 10017 
212-733-7086 

NDA 022321 Embeda (morphine sulfate and naltrexone hydrochloride extended-release capsules) 
 
Aveva Drug Delivery Systems, Inc. (An Apotex Company)  
3250 Commerce Parkway 
Miramar, FL 33025 
954-430-3340 

ANDA 077449 fentanyl transdermal system 
 
Endo Pharmaceuticals, Inc. 
1400 Atwater Drive 
Malvern, PA 19355 
484-216-0000 

NDA 021610 Opana ER (oxymorphone hydrochloride extended-release tablets)  
NDA 201655 Opana ER (oxymorphone hydrochloride extended-release tablets) 

 
Impax Laboratories, Inc. 
30831 Huntwood Ave 
Hayward, CA 94544 
510-240-6133 

ANDA 079087 oxymorphone hydrochloride extended-release tablets 
 

Janssen Pharmaceuticals, Inc. 
U.S. Agent: Janssen Research & Development, LLC 
920 U.S. Highway 202 
Raritan, NJ 08869 
908-704-4754 

NDA 019813 Duragesic (fentanyl transdermal system)  
NDA 200533 Nucynta ER (tapentadol hydrochloride tablets)  
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King Pharmaceuticals, LLC 
U.S. Agent:  Pfizer Inc. 
235 East 42nd Street 
New York, NY 10017 
212-733-7086 

NDA 021260 morphine sulfate capsule 
 
Mallinckrodt Pharmaceuticals 
675 McDonnell Boulevard (30-2)  
Hazelwood, MO 63042 
314-654-8342 

 
NDA 021217 Exalgo (hydromorphone hydrochloride extended release tablet)  
ANDA 040050 Methadose (methadone hydrochloride tablets) 
ANDA 040517 methadone hydrochloride tablets  
ANDA 076412 morphine sulfate extended-release tablets  
ANDA 076438 morphine sulfate extended-release tablets  
ANDA 077154 fentanyl transdermal system 
ANDA 202946 oxymorphone hydrochloride extended-release tablets 

 
Mylan Pharmaceuticals Inc. 
781 Chestnut Ridge Rd. 
Morgantown, WV 26504 
304-599-2595 

ANDA 200824 morphine sulfate extended-release tablets 
 
Mylan Technologies Inc. 
110 Lake St. 
St. Albans, VT 05478 
802-527792 

ANDA 076258 fentanyl transdermal system 
 

Noven Pharmaceuticals, Inc. 
11960 SW 144th St.  
Miami, FL 33186 
212-299-4208 

ANDA 077775 fentanyl transdermal system 
 

Par Pharmaceuticals, Inc. 
One Ram Ridge Rd.  
Spring Valley, New York 10977 
845-425-7100 

ANDA 077062 fentanyl transdermal system 
ANDA 200812 morphine sulfate extended-release capsule 
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Purdue Pharma L.P. 
One Stamford Forum 
Stamford, CT 06901 
203-588-8000 

NDA 019516 MS Contin Controlled-Release Tablets (morphine sulfate tablets)  
NDA 021306 Butrans (buprenorphine transdermal system) 
NDA 022272 OxyContin Controlled-Release Tablets (oxycodone hydrochloride tablets)  
NDA 205777 Targiniq ER (oxycodone HCl and naloxone HCl) Extended-Release Tablets 

 
 
Ranbaxy Laboratories, Inc. 
U.S. agent: Sameer Manan 
Ranbaxy Inc. 
600 College Rd. East 
Princeton, NJ 08540 
609-720-8066 

ANDA 078761 morphine sulfate extended-release tablets 
 
Rhodes Pharmaceuticals L.P. 
498 Washington St.  
Coventry, RI 02816 
401-262-9425 

ANDA 074769 morphine sulfate extended-release tablets 
ANDA 074862 morphine sulfate extended-release tablets 

 
Roxane Laboratories, Inc. 
1809 Wilson Rd.  
Columbus, OH 43228 
614-276-4000 

NDA 006134 Dolophine Tablets (methadone hydrochloride)  
ANDA 087393 methadone hydrochloride oral solution  
ANDA 087997 methadone hydrochloride oral solution 
ANDA 089897 methadone hydrochloride oral concentrate solution 
ANDA 200822 oxymorphone hydrochloride extended release tablets 

 
Sandoz Inc. 
4700 Sandoz Dr.  
Wilson, NC 27893 
252-234-2636 

ANDA 040241 methadone hydrochloride tablets 
 
 
The Pharma Network, LLC 
U.S. Agent:  Augustine Frimpong 
180 Summit Ave, Suite 200 
Montvale, NJ 07645 
201-326-9004 
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ANDA 090635 methadone hydrochloride tablets 
 
Upsher-Smith 
6701 Evenstad Dr.  
Maple Grove, MN 55369 
763-315-2000 

ANDA 202104 morphine sulfate extended release capsules 
 
 
Vintage Pharmaceuticals LLC, d/b/a Qualitest Pharmaceuticals and a subsidiary of 
Endo Pharmaceuticals Inc. 
130 Vintage Drive 
Huntsville, AL 35811 
800-444-4011 

ANDA 075295 morphine sulfate extended-release tablets 
 
 
VistaPharm Inc. 
7265 Ulmerton Rd.  
Largo, FL 33771 
727-530-1633 

ANDA 090707 methadone hydrochloride oral solution 
 
Watson Laboratories, Inc. 
577 Chipeta Way 
Salt Lake City, UT 84108 
801-588-6200 

NDA 020616 Kadian (morphine sulfate extended-release capsules) 
 
 
Watson Laboratories, Inc. 
311 Bonnie Circle 
Corona, CA 92880 
951-493-4543 

ANDA 076709 fentanyl transdermal system 
 
 
Zogenix, Inc. 
5858 Horton St, Suite 455 
Emeryville, CA 94608 
510-550-8300  

NDA 202880 Zohydro ER (hydrocodone bitartrate extended-release capsules) 
 


